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VOLUNTARY ANNOUNCEMENT
Alma being awarded MDSAP Certification

This announcement is made by Sisram Medical Ltd (the “Company”) on a voluntary

basis.

The Company is pleased to announce that Alma Lasers Ltd. (“Alma”), the principal

operating subsidiary of the Company, has received the Medical Device Single Audit

Program (MDSAP) certification, following an audit process to upgrade its quality

management system certifications.

The ISO 13485:2016 and MDSAP are the latest Medical Device industry quality

standards, which cover the requirements of multiple regulatory jurisdictions, and

comply with the guidelines issued by health authorities in the United States, Canada,

Australia, Brazil and Japan.

The MDSAP defines medical device manufacturers’ quality management system

standard, as well as those for design and development, purchasing, manufacturing

processes, distribution, service and post-marketing surveillance.
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